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Cepruduxkar anaausa

Ipooyxkm IMUHOCOJI CITIPEU
Homep npooykma 12500105 Cepus LIMS HV 717979
Homep cepuu 220320 Pasmep vinyujennoui 21 454 YITAKOBOK
cepuu
Jlosuposxa 15 mr, 35 mr, 5 mr, 10 mr, 0,3 mr B 1 M
Jlexapcmeennas gpopma  HazanpHblil cripeit
Pasmep ynaxosxu 10 M Jlama nposedenus ananuza 17.04.2020
Jlama npoussoocmea 14.03.2020 Cneyughurxayus JICP-005405/08-140708
Jlama ucmeuenus cpoxa  28.02.2022 Homep peaucmpayuonnoeo JICP-995495/08
200HOCMU yoocmogepenust Ne:
Cmpana-umnopmep Poccus
GMID 682494
ADU: Cocubl ropHoii Maciio - bpyaep Autepserep I'moX, Thal-Assling (Osttirol), Bahnstation Thal, Austria
OBkanunTa Macio — Opeit & Jlay 'm6X, Immenhacken 12, DE-24558 Henstedt-Ulzburg, Germany
Anbda-Toxodeposa arerar - JICM Hyrpumian [ponakre JIta, dunmuan 3aBoaa CuccensH, Hauptstrasse 4, CH-
4334 Sisseln, Switzerland
Tumon - Cumpaiiz 'm6X u Ko.KI', Muehlenfeldtrasse 1, 37603 Holzminden, Germany
MsiThl IepeyHoit JucTheB Macio - Ppeii+Jlay I'M6X, Immenhacken 12, DE-24558 Henstedt-Ulzburg, Germany
HcnbiTanne Hopmbi Pe3yabTaThl Onenka
Onucanue
Onucanue gpo3payHasi OECILBETHAS UIIH CO | COOTBETCTBYET COOTBETCTBYET
CJIeTKa KEJNTOBATHIM OTTEHKOM
MACJISTHACTas! )KUJIKOCTh CO
crenupryYecKuM 3araxom
MoanuuHOCTH COOTBETCTBHE XpOMATOIrpam COOTBETCTBYET COOTBETCTBYET
Anbda-nvHeH COOTBETCTBHE XpPOMATOIrpam COOTBETCTBYET COOTBETCTBYET
Jlumonen COOTBETCTBHE XpOMaTorpam COOTBETCTBYET COOTBETCTBYET
1,8 - uuneon COOTBETCTBHE XpOMaTorpam COOTBETCTBYET COOTBETCTBYET
Menron COOTBETCTBHE XpOMaTorpam COOTBETCTBYET COOTBETCTBYET
Tumon COOTBETCTBHE XpPOMATOIrpam COOTBETCTBYET COOTBETCTBYET
CoCHBI TOPHOI Maciio COOTBETCTBHE XpOMATOIrpam COOTBETCTBYET COOTBETCTBYET
DBKAJIMNITOBOE MACIIO COOTBETCTBHE XpOMATOIrpam COOTBETCTBYET COOTBETCTBYET
Macno nepe4Hol MsIThI COOTBETCTBHE XpOMaTorpam COOTBETCTBYET COOTBETCTBYET
KamnponoBast kuciora COOTBETCTBUE XpOMaTorpam COOTBETCTBYET COOTBETCTBYET
Kamnpunosas kucinora COOTBETCTBUE XpOMaTorpam COOTBETCTBYET COOTBETCTBYET
KanpunoBast kucnora COOTBETCTBHE XpOMATOIrpam COOTBETCTBYET COOTBETCTBYET
JlaypunoBast kuciora COOTBETCTBHE XpOMATOIrpam COOTBETCTBYET COOTBETCTBYET
MupHCTHHOBAsI KUCIIOTa COOTBETCTBHE XpOMATOIrpam COOTBETCTBYET COOTBETCTBYET
Anbga-Tokodeporna anerar COOTBETCTBUE XpOMaTorpam COOTBETCTBYET COOTBETCTBYET
ITnoTHOCTD 0,930 r/em® 10 0,960 r/cm? 0,941 r/em® COOTBETCTBYET
INokasaresns nperomMIiIeHUs 1,440 o 1,452 1,452 COOTBETCTBYET
OrmpeneneHue mporeHTa He menee 95% 101 % COOTBETCTBYET
BBIX0/Ia COJICPIKUMOTO
YIIaKOBKH
Ompenenenue cpenueit maccel | Ot 0,09 T 10 0,14 T 0,10r COOTBETCTBYET
rpenapara B OJJHOH J103e
Kucnornoe uucio He 6ounee 0,5 mr KOH/r 0,07 mr KOH/r COOTBETCTBYET
O0BeM COIEPKUMOTO 9,5 ma o 10,5 ma 10,2 M COOTBETCTBYET
YIIaKOBKH
Muxkpoouosioruyeckast
YHCTOTA
T'® 111, yacts 1, 1. 160,
KaTeropus 2 :
Ooee xonuuectBo Gakrepuii | He 6onee 100 KOE/r 0 KOE/r BeTCTByeT \ ey
1 IpHGOB {‘L;cjh(,(:lﬂ Poccus» .L;

«CaHeka PapmacbloTUKanc a.c.»,
Hutpuancka 100, 920 27 noroseu, Cnosaukasa Pecny6nuka Ten.: (+421) 33 736 1111, dakc: (+421) 33 730 0890, e-mail:
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Cepruduxkar anaausa

Ipooyxkm
Homep npoodyxkma
Homep cepuu

Jlosuposxa
Jlexapcmeennas gpopma

MIMHOCOJ CIIPEX

12500105 Cepus LIMS HV 717979

220320 Pasmep vinyujennoui 21 454 YITAKOBOK
cepuu

15 mr, 35 mr, 5 mr, 10 mr, 0,3 mr B 1 M
Ha3zanbHblit cripeit

Pasmep ynaxosxu 10 M Jlama nposedenus ananuza 17.04.2020

Jlama npoussoocmea 14.03.2020 Cneyughurxayus JICP-005405/08-140708

Jlama ucmeuenus cpoxa  28.02.2022 Homep peaucmpayuonnoeo JICP-995495/08

200HOCMU yoocmogepenust Ne:

Cmpana-umnopmep Poccus

GMID 682494

ADU: Cocubl ropHoii Maciio - bpyaep Autepserep I'moX, Thal-Assling (Osttirol), Bahnstation Thal, Austria

OBkanunTa Macio — Opeit & Jlay 'm6X, Immenhacken 12, DE-24558 Henstedt-Ulzburg, Germany
Anbda-Toxodeposa arerar - JICM Hyrpumian [ponakre JIta, dunmuan 3aBoaa CuccensH, Hauptstrasse 4, CH-
4334 Sisseln, Switzerland

Tumon - Cumpaiiz 'm6X u Ko.KI', Muehlenfeldtrasse 1, 37603 Holzminden, Germany

MsiThl IepeyHoit JucTheB Macio - Ppeii+Jlay I'M6X, Immenhacken 12, DE-24558 Henstedt-Ulzburg, Germany

DHeTepobakTepru 1 He 6osee 10 KOE/r 0 KOE/r COOTBETCTBYET
HEKOTOPBIC JpYyTrHe

rpaMMOTpPHUIATEIIbHBIC

OakTepun

Pseudomonas aeruginosa OTCyTCTBHE B 1 T OTpHULATENIbHBIN pe3yabTaT COOTBETCTBYET
Staphylococcus aureus oTCyTCTBHE B 1 T OTpPHUIATENBHBIN pe3yJIbTaT COOTBETCTBYET
KosmuecTBeHHOE

onpenenenne IKX

Aunbda-nvHeH 6,3 mr/mi g0 15,4 mMr/ma 7.7 mr/min COOTBETCTBYET
1,8-mmmHeon He menee 3,7 mr/mu 8.6 mr/mi COOTBETCTBYET
Menron 3,0 Mr/mi 10 5,5 Mr/ma 3.1 mr/mn COOTBETCTBYET
Tumon 0,255 mr/min o 0,345 mr/ma 0.299 mr/mn COOTBETCTBYET
KosmuecTBeHHOE

onpenenenne BIKX

Anba-Toxodeporna anerart 13,5 mr/ma mo 16,5 mr/mn 14.6 mMr/mn COOTBETCTBYET

CooTBeTCcTBYeT TPEOOBAHMSAM CIIelH (PUKALMH.

HacrosmuM st moaTBep ka0, 4To BBINIEyKa3aHHAS HHPOPMaNUs SIBIIETCsS BEPHOH U TOUHOW. JlaHHas ceprst IPOU3BeaeHa, BKIIIOYas
YIIaKOBKYy M KOHTPOJb KadecTBa, Ha HIDKEYHNOMSHYTOH HMPOW3BOJICTBEHHOW INIOMIAJKE B MOJHOM COOTBETCTBHH C TpeOOBaHUSIMU
Hannexameit npousBoacTBeHHOH mpakTHKu (GMP) MecTHBIX peryisTOpHBIX OpraHoB U clenu(puKanusiMu PerucTpannoHHOTO
YAOCTOBEPEHUs CTpaHbI-uMIoOpTepa- crnenudukamusmu HopmatusHolt JlokymeHTanuu. 3amicu 1O MPOU3BOJCTBY, YNAKOBKE M
KOHTpOJIIO KauecTBa CEpHU OBUIM NPOBEPEHBI M TNPHU3HAHBI COOTBETCTBYIOMUMH TpeboBanusM GMP. MapkupoBka B MOITHOM
COOTBETCTBUM C MOCIEAHEH YTBEpXKAECHHOM B MuHHcTEpcTBe 3apaBooxpaHeHus Poccuiickoit ®enepanuu Bepcueld MaKeTOB
yNaKOBOYHBIX MaTEPHATIOB U HHCTPYKIHUEH 10 MEUIIMHCKOMY MPUMEHEHHIO.

Beinymieno k npoaaxe

HpO](I3BO}1CTBeHHaﬂ IJIoIAaaAKa:

®dapwmak, 63 yn. OpyH3e

Kues, 04080, Ykpanna
Perucrpaunonnstit Homep: AE Ne637430 ot 07.04.2015
Ceprudurkar GMP Ne: 072/2019/GMP ot 10.10.2019

YTBep:kneHo ynosiHoMoueHHbIM Jaunom: Holickova Jaroslava

«CaHeka PapmacbloTUKanc a.c.»,

k, J EIK?J “’rr
PerucTpanuonHbIit HOM ‘
Ceprudpuxar GMP No S 25V/2019
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Certificate of analysis

Product PINOSOL SPRAY
Product number 12500105 Batch LIMS HV 717 979
Batch number 220320 Released quantity 21454 PACKS
Dosage strength 15 mg, 35 mg, 5 mg, 10 mg, 0,3 mg v 1 ml
Dosage form nasal spray
Packaging size 10 ml Date of analysis 17.04.2020
Manufacture date 14.03.2020 Specification LSR-005405/08-140708
Expiry date 28.02.2022 Marketing authorisation LSR-005405/08
Importing country Russia No.
GMID 682494
API: Pine sylvestis oil - Bruder Unterweger GMBH, Thal-Aue 13, 9911 Assling Osttirol, Austria
Eualyptus oil - Frey & Lau, Immenhachen 12, DE-24558 Henstedt- Ulzburg, Germany
Alpha - Tocopheryl acetate- DSM Nutritional Product Ltd, Hauptstrasse 4, Postfach CH-4334
Sisseln, Switzerland
Thymol- Symrise AG Muehlenfeldstrasse 1, 37603 Holzminden, Germany
Peppermint oil - Frey & Lau, Immenhachen 12, DE-24558 Henstedt- Ulzburg, Germany
Test Limits Results Evaluation
Appearance L
Description transparc?nt,.colpurl.ess or sl.lghtly complies i
yellow oil liquid with specific
odour
Identification
Alpha pinene concordance of chromatograms positive complies
Limonene concordance of chromatograms positive complies
1.8 cineole concordance of chromatograms positive complies
Menthol concordance of chromatograms positive complies
Thymol concordance of chromatograms positive complies
Mountain pine oil concordance of chromatograms positive complies
Eucalyptus oil concordance of chromatograms positive complies
Peppermint oil concordance of chromatograms positive ampTies
Caproic acid concordance of chromatograms positive complies
Caprylic acid concordance of chromatograms positive complies
Capric acid concordance of chromatograms positive
Lauric acid concordance of chromatograms positive
Myristic acid concordance of chromatograms positive
a-Tocoferol acetate - HPLC concordance of chromatograms positive
Density 0.930 g/cm3 to 0.960 g/cm3 0.941 g/cm3
Refractive index 1.440 to1.452 1.452

Saneca Pharmaceuticals a.s.

Nitrianska 100 920 27 Hlohovec ¢ Slovenska republika * t: +421 33 736 1111 « f: +421 33 730 0890 * e-mail: info@saneca.com
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Certificate of analysis

Product PINOSOL SPRAY

Product number 12500105 Batch LIMS HV 717979

Batch number 220320 Released quantity 21454 PACKS
Dosage strength 15 mg, 35 mg, S mg, 10 mg, 0,3 mg v 1 ml

Dosage form nasal spray

Packaging size 10 ml Date of analysis 17.04.2020
Manufacture date 14.03.2020 Specification LSR-005405/08-140708
Expiry date 28.02.2022 Marketing authorisation LSR-005405/08
Importing country Russia Ne.

GMID 682494

API: Pine sylvestis oil - Bruder Unterweger GMBH, Thal-Aue 13, 9911 Assling Osttirol, Austria

Eualyptus oil - Frey & Lau, Immenhachen 12, DE-24558 Henstedt- Ulzburg, Germany

Alpha - Tocopheryl acetate- DSM Nutritional Product Ltd, Hauptstrasse 4, Postfach CH-4334
Sisseln, Switzerland
Thymol- Symrise AG Muehlenfeldstrasse 1, 37603 Holzminden, Germany

Peppermint oil - Frey & Lau, Immenhachen 12, DE-24558 Henstedt- Ulzburg, Germany

. . 0,
Fill weight of 1 package NLT 95 % 101 % complies
Average weight of 1 dose 0.09gto0.14 g 0.10g complies
Acid value NMT 0.5 mg KOH/g 0.07 mg KOH/g gomplies
Fill volume of 1 package 9.5ml to 10.5 ml 10.2 ml complics
Microbiological quality
GF XII, part 1, p. 160, category 2
i i 0 :
Tota! aerobic bacteria and NMT 100 CFU/g CFU/g complies
fungi
Ent§robacterla anq some NMT 10 CFU/g 0 CFU/g complies
species gram-negative bacteria
Pseudomonas aeruginosa absenceinl g negative EoTliee
Staphylococcus aureus absenceinl g negative complies
Content GC
Alpha pinene 6.3 mg/ml to 15.4 mg/ml 7.7 mg/ml complies
1.8 cineole NLT 3.7 mg/ml] 8.6 mg/ml complies
Menthol 3.0 mg/ml to 5.5 mg/ml 3.1 mg/ml complies
Thymol 0.255 mg/ml to 0.345 mg/ml 0.299 mg/ml ~ compiles
Content HPLC 1
a-Tocopherol acetate 13.5 mg/ml to 16.5 mg/ml 14.6 mg/ml
Conformity with the specification. f Canogu Poccus» 1" 3;
=\ Sanofi Russia AO j o i
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Pharmaceuticals

Product PINOSOL SPRAY

Product number 12500105 Batch LIMS HV 717 979

Batch number 220320 Released quantity 21454 PACKS
Dosage strength 15 mg, 35 mg, S mg, 10 mg, 0,3 mg v 1 ml

Dosage form nasal spray

Packaging size 10 ml Date of analysis 17.04.2020
Manufacture date 14.03.2020 Specification LSR-005405/08-140708
Expiry date 28.02.2022 Marketing authorisation LSR-005405/08
Importing country Russia No.

GMID 682494

API: Pine sylvestis oil - Bruder Unterweger GMBH, Thal-Aue 13, 9911 Assling Osttirol, Austria

Eualyptus oil - Frey & Lau, Immenhachen 12, DE-24558 Henstedt- Ulzburg, Germany

Alpha - Tocopheryl acetate- DSM Nutritional Product Ltd, Hauptstrasse 4, Postfach CH-4334
Sisseln, Switzerland

Thymol- Symrise AG Muehlenfeldstrasse 1, 37603 Holzminden, Germany

Peppermint oil - Frey & Lau, Immenhachen 12, DE-24558 Henstedt- Ulzburg, Germany

[ hereby certify that the above information is authentic and accurate. This batch product has been manufactured including packaging and quality control
at the below mention site in full complience with the GMP requirements of the local Regulatory Authority and with the the specifications in the
Marketing Authorization of the importing country - Normative Document specifications. The batch processing, packaging and analysis records have been
reviewed and found to comply with GMP. Labelling is in full compliance with the last approved by Ministry of Health of the Russian Federation version
of packaging and leaflet artworks.

Released for sale

Manufacturing site:

Farmak ,63 Frunze Str.

Kiev, 04080, Ukraine

Autorisation number: AE Ne 637430 0£07.04.2015
GMP Certificate No: Ne 072/2019/GMP of 10.10.2019

Certified by QP: Holi¢kova Jaro§l/ava
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Saneca Pharmaceuticals a.s.

Quality control and release site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak republic
Authorisation number : V-15/2019

GMP Certificate No : SK/025V/2019

Certified on: 17.04.2020

: Saneca Pharmaceuticals a.s.
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